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DETAILED ACTION 

1 . In the preliminary amendment filed September 26, 2006, claims 1-9, 11-17 and 21-24 
have been amended, and claims 18-20 have been cancelled. Therefore, claims 1-17 and 21-24 
are examined. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claims 1-17 and 23-24 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

3. Claims 1-17 and 23-24 are indefinite because of the use of the terms "high activity", "low 
activity", "high specific VWF activity", "high specific activity", "low specific activity", and/or 
"relatively high salt concentration". The terms cited render the claim indefinite, it is not clear 
what are the metes and bounds for the activity, the specific activity or the concentration since all 
these terms are relative terms. Claims 3-21 and 23-24 are included in this rejection for being 
dependent on a rejected claim and not correcting the deficiency of the claim from which they 
depend. 

4. Claim 24 is indefinite because the claims lack an essential step in the method of treating 
von Willebrand syndrome. The omitted step is an effective amounts of the composition 
administered. 
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Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in ;i printed publication in this or ;i loreiun country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

5. Claims 1-3, 5, 6, 1 1 and 21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Gorman et al. (Thrombosis Research 12, 341-352 (1978); cited in IDS filed 9/26/2006). 

Gorman et al. teach factor VI lie fractions obtained from precipitation from plasma and 
gel filtration on Sepharose 6B, contain factor VIII coagulant activity, ristocetin cofactor activity 
and factor VIII R-ag activity (also termed VIII related antigen or von Willebrand factor; Fig. 1; 
Table 1). These fractions were pooled and further applied on hydroxylapatite chromatography 
equilibrated with 0.1 M NaCl, 5 mM potassium phosphate buffer (pH 6.8), the column was 
washed with equilibrating buffer, and factor VIII eluted with a 0.1 M potassium phosphate buffer 
(pH 6.8) in 0.1 M NaCl, in which VIII R-ag activity was also found (page 342-345; Fig. 2). 
Since Gorman et al. teach purifying the fractions containing von Willebrand factor using the 
same hydroxylapatite chromatography eluted with the same buffer and pH, which meet the 
criteria of the claimed method of claims 1-3, 5, 6, 1 1 and 21 . 

6. Claims 21-24 are rejected under 35 U.S.C. 102(b) as being anticipated by Burnouf- 
Radosevich et al. (Vox Sanguinis 62, 1-1 1 (1992), cited in IDS filed 9/26/2006). 

Burnouf-Radosevich et al. teach a therapeutic highly purified von Willebrand factor 
(vWF) concentrate with vWF specific activity (CBA) of 345 U/mg has been prepared from 
cryoprecipitate by a three-step chromatographic procedure (i.e., first DEAE-fractogel; second 



Application/Control Number: 10/594,454 
Art Unit: 1656 



Page 4 



DEAE-fractogel; and gelatin-Sepharose), and clinical use of this standardized vWF concentrate 
has been shown to be efficacious in the treatment of vWF patients (abstract; page 4, Fig. 1, 
Tables 1 and 2; page 10). Since the vWF composition taught by Burnouf-Radosevich et al. has 
high vWF specific activity (CBA) of 345 U/mg (at least 120 U/mg) and can be used to treat vWF 
syndrome, thus, the vWF composition of Burnouf-Radosevich et al. is not different from the 
claimed vWF composition, which meets the criteria of claims 21-24. The patentability of a 
product does not depend on the method of production, even though product-by-process claims 
are limited by and defined by the process, determination of patentability is based on the product 
itself (see MPEP2113). 

Claim Rejections-Obviousness Type Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

7. Claims 1-17 and 21-23 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-20 and 22-23 of co- 
pending application 10/594,455 (based on preliminary amendment filed 9/26/2006). Although 
the conflicting claims are not identical, they are not patentably distinct from each other because 
claims 1-17 and 21-23 in the instant application discloses a method of separating a vWF having a 
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high activity from a vWF having a low activity, producing a composition having a high specific 
vWF activity, or raising the specific vWF activity of a vWF containing composition by the step 
of purifying a vWF composition with hydroxyapatie chromatography; and a vWF composition 
purified by the process. This is obvious variation in view of claims 1-20 and 22-23 of the co- 
pending which discloses a method of purifying vWF by carrying out at least one hydroxyapatite 
chromatography, and the method may further use a separate hydroxyapatite chromatography to 
bind vFW and then the vFW is eluted; and a vWF composition purified by the process. Both the 
claims of instant application and the claims of the co-pending application are directed to a 
method of purifying vWF by carrying out at least one hydroxyapatite chromatography, and the 
method may further use a separate hydroxyapatite chromatography to bind vFW and then the 
vFW is eluted; and a vWF composition purified by the process. Thus, claims 1-17 and 21-23 in 
present application and claims 1-20 and 22-23 of the co-pending are obvious variations of a 
method of purifying vWF by carrying out at least one hydroxyapatite chromatography, and the 
method may further use a separate hydroxyapatite chromatography to bind vFW and then the 
vFW is eluted; and a vWF composition purified by the process. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Conclusion 

8. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chih-Min Kam whose telephone number is (571) 272-0948. The 
examiner can normally be reached on 8.00-4:30, Mon-Fri. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached at 571-272-0925. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Chih-Min Kam/ 

Primary Examiner, Art Unit 1656 
CMK 

January 16, 2009 



